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m. standard for d e teminin8 whet|ler ^ ^ 

was s « forth , n te Suprcme ^ decjs . on Qtulmls ^^^ 

1) The breadth of the claims; 

2) The nature of the invention; 

3) The state of the prior art; 

4) The level of one of ordinary skill; 

5) The level of predictability in the art- 

6) The amount of direction provided by the inventor; 

7) The existence of working example; and 

n ~ ded k make ot - to '~ <— - *. 

H^e, cor*^ a., the w«* factM> pardcuWy^Bcants' de tai »ed 
Zr ""IT ° f ^ " " ^ "™ «— 

Far from being directed to paclnaxel and albumin as alleged by the Examiner 

specified provides a detail descrip^n how to make and use of compounds 

iaml^i °k ?T (diff6rent ^trations and different ■ 

gamma globulin (page 1 5, lines 30-40)- 

2) example E.4 further discloses the , 



: sources) and human 



« — ruN * »117B«ISS3Bitt 17B3a 
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(Page 17-18, example n.i) ^ ""ranltrato,, to measure delation 

interim (page ^Ti^™™ 1 ""' interferons and 

5) example n 2 s „ml,„ * u ^ mn ^ 20 - «™P<« D.24); 

<0 "ample n.26 *«tC£!r h ** * Hlan,f " e D ' 25 >' 

S) example n 29 fnrlherT^Z^. cam I« 0 *«n' G»gs 21 , example H.27); 

oosperm. A (page ° f *— «— **«*• ™* 

<4) example ^l^Z^^^ T » - 
tanan serum afcumin a» d ampho^T^S, " 

tte specification iurther insects those .killed fa the art how to make fte 
P^^calfo^on^^a^,,^,,^^ 

A, pactase, md propofc, ^ 26> lines ^ fc ^ ^ ^ 

3* u^^vi^^^O, rn.es 37 .p age31 , toe 19> ; and iv)M l 

^of acUvauono, Wood l^mp^ ^ 3I , taK 
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It is wel, settled that « appncan, needs „„, make or test rf ^ 

.ovention ,„ order „ meel ^ IK]niranait rf 35 „ s c m s(> ^ w fa 

teta, a, leas, onemethod formaking ^ using ^ dajmed . nvmtion ^ ^ ^ 
« e co Ir e M on, 01 he^^ ofteclata>the ^ lOTOTtre ^ remei]tof35 
US.C. „„ i. satisfied. J^Efc 427 F2d 833> 839 mvsf(} ^ ^ (ca>A )97o) 

214, 219 (CCPA 1976). ^ 



™ efe ™ ta "^^dyco„oed« iai a, 0l e^ec ifiMtiOTm 3 bl e sthcinvenljonfofat 
leastpacbtaxe, and a.bv™in. Because the present specificanon ^ ^ 



NO. 722 O015 



For the foregoing reasons, Applicant believes that the 



been negated. Accordingly, the Examiner's withdrawal 



ground for the rejection has 



of the rgection is earnestly solicited. 



Claims 42, 81-90 and 93-94 have been canceued by «Ms arnendraent, ^ 
prejudice; thus mootin8 ^ ^ New c]atas ^ ](H (rcphdiig ctos ^ 

1 03- 140 (replacing claims 43-80) have been added i 



nsspectnilly address their rejection as follows. 



l respectively, upon which applicants 
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New c laim „ has now ^ „ fc ^ , 
^ ° * «> • *~a, ly «*. fc, „«, low 



aqueous solubility; and ii) a plasma protein 
drag. 



non-covalentjy bound to the therapeutic active 



limitations in commensurate with the breadth of the claims. 

Ne W claims95-102 ar e add edtore P la C ec 1 aims30-37. New clam* do not recite the 
term substantial binding affinity - As such, the rejection should be overcome 



Parag raph 

Claim 42 has been cancelled and the 
added to replace claims 43-80. 



rejection is mooted. New claims 1 03-140 are 



claimed mvention. As such, applicants submit that , 
confusing. 



: new claims 103-140 are not vague and 



New claims 95-96 and 1 0! are added to replace claims 30-3 1 and 36, respectively 

for parente.1 use, comprising: i) an ^eous solution includmg ii) a the^eu ti call y 
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active drug . . , and iii) a plasma protein . . . non-covalent bound to the tW^.n,. 

drug." 



A* stated in our September 18, 2000 Amendment, Satoh merely discloses aoueous 
^pe.s.o.s, butnot ta e clear aqueous s „ luti01i! ^ forparajtera] 

Satoh's compose, when administered in ,iou,d form, are suspensions (Satoh, page ,2, lines 
6-9). Satoh's formulations are „„, even comply dissolved during the manufacturing 
process (Satoh, page 12, .toes 6-9). Parental adminishadon, for obvious reasons, quires a 
formulanon of completely *sso.ved component, Satoh makes no suggestion astomakinga 
formulanon comprising completely dissolved components. Neither does Satoh make any 
suggesnon as ,„ making a pharmaceutical formula.™ suiuble for parenteral admimstrata 
As such, Satoh does not anticipate the pending claims, nor renders the pending claims obvious. 

Claims 42, 81-90 and 93-94 have be«, evened by mis amendmem, without 
prejudtce; thus mooting thei, rejection. New claims 95 (rep.acing claim 30) and 103-140 
(replacing claims 43-80) have been added respectively. 

The new claims do not recite the following terms: 

>)•* water-soluble product or pharmaceutical formulations in solid or liquid for and 
then- organic solvent free true aqueous solution"- 

£ £££22?% te plama in - *««*- — «*> ■ 

iii) "optionally"; 

iv) "preferably"; 

v) "characterized"; 

vii) "and/or". 



As such, applicants believe that the 



new claims should overcome the rejection. 
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CONCLUSION 

foviewofthe foreg oi n&AppJicantSsul)in 

application are now in condition for *ii P ° 8 Cklm$ ° f Ae sub J e * 

any quesfcons concerning this amendment. 



Respectfully submitted, 

Date: June 18, 2002 
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Marked Up Versip njo Show Chang e 
Paragraph 1 appearing at page 10, lines 1 1-29. 

sub*™ J** P r ° P l Way t0 best eIiminate *e organic solvent depends on the active 
substance and on the protean involved. It follows that from the nature of the active 
^(thepan-m^ 

apphed have to ensure mild conditions. LyophUization leads to homogenous solid state 
wa er-soluble products which on resolution in water can be administered 
[mtrapentomally] p^texally. ft might be advantageous to combine the above steps 

sl'illf 5 ^ Pr ° CeSS Tu econoraical by fr* a concentrate of the active 

^bstance/protem pan- and thereafter subjecting said concentrate to lyophmsation 
Some of the active substance/protein pairs (e.g. the pair amphotericin B/serum ' 
a bumm) can be successfully concentrated by way of ultrafiltration or dialysis Some 

plTZld^ Some 
toTiS atioT UltraflItratEd «* ^ ™ CM should then be subjected 



